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REMARKS/ARGUMENTS 

Reconsideration of this Application and of these Remarks after Final are respectfully 

requested. The remarks below respond to the new grounds of rejection presented by the Examiner 
in the final office action. In view of the following remarks, favorable consideration and allowance 
of the application is respectfully requested. 

Claims 1-21, 25-31, 35, 37, 38 and 40-47 are pending. Claims 1-16 have been withdrawn. 

35 U.S.C. $103 Rejections 

Claims 17-25 and 28-38 have been rejected under 35 U.S.C. 103(a) as being unpatentable 

over Fearnot et al. (Fearnot) in view of Hossainy et al. (Hossainy). It should be pointed out that 

claims 22-24, 32-34 and 36 were previously canceled and, therefore, cannot be the subject of this 

rejection. In addition, the Examiner in the text of his rejection also refers to claims 40, 41, 43, 44 

and 45. Accordingly, Applicants will assume for purposes of this reply that all pending and not 

withdrawn claims have been rejected over Fearnot in view of Hossainy. Applicants respectfully 

traverse this ground of rejection. 

To maintain a proper rejection under 35 USC § 103, the Examiner must meet four 

conditions to establish a prima facie case of obviousness. First, the Examiner must show that the 

prior art suggested to those of ordinary skill in the art that they should make the claimed 

composition or device or carry out the claimed process. Second, the Examiner must show that the 

prior art would have provided one of ordinary skill in the art with a reasonable expectation of 

success. Both the suggestion and the reasonable expectation of success must be adequately 

founded in the prior art and not in an applicant's disclosure. Third, the prior art must teach or 

suggest all the claim limitations. In re Vaeck, 20 U.S.P.Q.2d 1438, 1442 (Fed. Cir. 1991). Fourth, 

if an obviousness rejection is based on some combination of prior art references, the Examiner 

must show a suggestion, teaching, or motivation to combine the prior art references ("the TSM 

test"). In re Dembiczak, 50 U.S.P.Q.2d 1614, 1617 (Fed. Cir. 1999). Following KSR Int'l Co. v. 

Teleflex, Inc., this fourth prong of the prima facie obviousness analysis must not be applied in a 

rigid or formulaic way such that it becomes inconsistent with the more flexible approach of 

Graham v. John Deere, 383 U.S. 1,17-18 (1966); 127 S. Ct. 1727 (2007). It must still be applied, 

however, as the TSM test captures the important insight that "a patent composed of several 

elements is not proved obvious merely by demonstrating that each of its elements was, 
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independently, known in the prior art." Id. at 1741 (citing United States v. Adams, 383 U.S. 39, 
50-52 (1966)). 

The cited references, even when combined, do not teach or suggest all of the limitations of 
the pending claims as currently amended. In particular they do not teach or suggest: 

(a) a drug-polymer coated stent, comprising: 

a stent framework; 

a laminated drug-polymer coating disposed on the stent framework, the laminated 
drug-polymer coating including a plurality of thin drug-polymer layers, wherein the thin drug- 
polymer layers include a first therapeutic agent and a cured first polymer, and 
at least one thin barrier layer positioned between a first thin drug-polymer layer and a second thin 
drug-polymer layer, wherein the at least one thin barrier layer includes a cured second polymer, 
wherein the cured second polymer excludes drug interaction between the first thin drug-polymer 
layer and the second thin drug-polymer layer adjacent the at least one barrier layer, as in claim 17, 

(b) a system for treating a vascular condition, comprising: 

a catheter; and 

a coated stent coupled to the catheter, the coated stent including a stent framework and a laminated 
drug-polymer coating disposed on the stent framework, the laminated drug-polymer coating 
including a plurality of thin drug-polymer layers and at least one thin barrier layer positioned 
between a first thin drug-polymer layer and a second thin drug-polymer layer , wherein the thin 
drug-polymer layers include a first therapeutic agent and a cured first polymer and wherein the at 
least one thin barrier layer includes a cured second polymer, wherein the cured second polymer 
excludes drug interaction between the first thin drug-polymer layer and the second thin drug- 
polymer layer adjacent the at least one barrier layer, as in claim 25, or 

(c) a method of treating a vascular condition, comprising: 

inserting a drug-polymer coated stent within a vessel of a body, the drug-polymer coated stent 
including a laminated drug-polymer coating having a plurality of thin drug-polymer layers and at 
least one thin barrier layer positioned between a first thin drug-polymer layer and a second thin 
drug-polymer layer one, wherein the thin drug-polymer layers include a first therapeutic agent and 
a cured first polymer and wherein the at least one thin barrier layer includes a cured second 
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polymer, wherein the cured second polymer excludes drug interaction between the first thin drug- 
polymer layer and the second thin drug-polymer layer adjacent the at least one barrier layer; and 

eluting at least one therapeutic agent from the laminated drug-polymer coating into 

the body, 

wherein the first polymer is cured with one of thermal activation, electrical 
activation, or ionizing irradiation, as in claim 35. 

Applicants hereby repeat, ratify and incorporate in its entirety the arguments made 
with respect to Fearnot in the Amendment dated March 3 1 , 2009. 

The Examiner has stated that "Fearnot further discloses thin diffusion barrier layers 
positioned between one or more thin drug-polymer layers, wherein the thin barrier layer includes a 
second polymer and a second therapeutic agent shown in figure 5 and described in column 2 on 
lines 10-25 of Fearnot." Applicants respectfully disagree. Figure 5 illustrates a medical device that 
has "three separate layers of antithrombogenic agent 14 and three separate layers of thrombolytic 
agent 13 applied thereover." (Fearnot, column 3, lines 47-50). Nowhere does Fearnot disclose that 
any of these layers are barrier layers, nor does Fearnot disclose that any such barrier layer, even if 
it did exist, includes a second polymer. If Applicants understand the Examiner's position correctly, 
he is implying, for example, that if there are three layers of a polymer containing a drug, that 
somehow the middle layer acts as a barrier layer between the first and third layers. Aside from 
being pure speculation, this is not borne out in fact. It is well known in the drug-eluting stent 
manufacturing art that in order to obtain a suitably thick drug-polymer coating, multiple "layers" 
of drug and polymer must be applied. This is done by spraying, or similar method, of a solution of 
drug and polymer in a solvent. Application of each subsequent "layer" to the underlying one 
results in the solvent dissolving the surface of the underlying layer. The result is that there is 
eventually one thick coating, not a series of discernible thin layers . Thus, for example, in Figure 5 
of Fearnot, even though three layers each of a polymer containing an antithrombogenic agent and a 
thrombolytic agent, respectively, are illustrated, that merely describes the process by which they 
are applied, not what an examination of the medical device would reveal. In fact, there would be 
only two true layers, one containing antithrombogenic agent in a polymer and another, over the 
first, containing thrombolytic agent in a polymer. Accordingly, there can be no "thin barrier layer 
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positioned between a first thin drug-polymer layer and second thin drug-polymer layer" as required 
by the instant claims. 

The Examiner has used Hossainy to purportedly cure the defects in Fearnot and for 
the proposition that "Hossainy also discloses the use of barrier layers between drug polymer layers 
to limit and control the release and interaction of the drug polymers." Applicants respectfully 
disagree. Hossainy merely discloses the use of a so-called "barrier layer" over a reservoir region. 
Hossainy at paragraph [0014] states "[T]he prosthesis can additionally include a barrier region 
disposed on a selected portion of the reservoir region for reducing the rate at which the active 
ingredient is released." In other words, Hossainy is merely describing a "capcoat," an outer 
coating used to protect a drug-containing layer and to control the elution of drug therefrom, and 
does not describe or suggest the use of a barrier layer between drug polymer layers as stated by the 
Examiner and as required by the claims. Furthermore, Hossainy does not describe or suggest that 
his barrier layer be of a second polymer as required by the instant claims. In fact, Hossainy teaches 
away from this proposition. Hossainy, at paragraph [0070], when referring to the choice of 
polymer for the reservoir layer and the barrier (capcoat) layer, specifically states "[T]he use of the 
same polymer. . .significantly reduces or eliminates any interfacial incompatibilities, such as lack 
of adhesion, which may exist in the employment of two different polymeric layers." Hossainy goes 
on to state "in other words, the use of the same polymeric material results in a seamless multi- 
layered coating in which the layers vary in terms of their content. Defined interfacial boundaries 
are, accordingly, significantly reduced or eliminated." Accordingly, there would be no reason to 
combine the teachings of Hossainy with those of Fearnot, as the Examiner has done, to arrive at 
Applicants' invention. The Examiner is respectfully requested to withdraw the Section 103 
rejection over Fearnot in view of Hossainy. 

Claims 26 and 27 have been rejected under 35 U.S.C. 103 as being unpatentable 
over Fearnot in view of Hossainy and further in view of Guruwaiya et al. (Guruwaiya). Applicants 
respectfully traverse. 

Claims 26 and 27 have been included in the discussion above with respect to the 
Section 103 rejection over Fearnot in view of Hossainy. Guruwaiya does not cure the defects 
thereof. Accordingly, Applicants maintain that these claims are patentable over Fearnot in view of 
Hossainy and further in view of Guruwaiya. The Examiner is respectfully requested to withdraw 
this rejection of Claims 26 and 27. 



Page 11 of 12 



Expedited Processing 

Application No. 10/674,296 

Reply. Dated: September 3, 2009 

Reply to Final Office Action mailed July 7, 2009 

Claims 42 and 46 have been rejected under 35 U.S.C. 103 as being unpatentable 
over Fearnot in view of Hossainy and further in view of Helmus et al. (Helmus). Applicants 
respectfully traverse. 

Claims 42 and 46 have been included in the discussion above with respect to the 
Section 103 rejection over Fearnot in view of Hossainy. Helmus does not cure the defects thereof. 
Accordingly, Applicants maintain that these claims are patentable over Fearnot in view of 
Hossainy and further in view of Helmus. The Examiner is respectfully requested to withdraw this 
rejection of Claims 42 and 46. 

Conclusion 

For the foregoing reasons, Applicant believes all the pending claims are in condition for 
allowance and should be passed to issue. The Commissioner is hereby authorized to charge any 
additional fees which may be required under 37 C.F.R. 1 . 1 7, or credit any overpayment, to Deposit 
Account No. 01-2525. If the Examiner feels that a telephone conference would in any way 
expedite the prosecution of the application, please do not hesitate to call the undersigned at 
telephone (707) 543-0221. 

Respectfully submitted, 

/Anthony A. Sheldon. Reg. No. 47.078/ 
Anthony A. Sheldon 
Registration No. 47,078 
Attorney for Applicant 



Medtronic Vascular, Inc. 
3576 Unocal Place 
Santa Rosa, CA 95403 
Facsimile No.: (707) 543-5420 
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